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5) Q Claim(s) is/are allowed. 

6) ^ Claim(s) 1^0 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Claims 1-20 are pending in this application. 
Response to Applicant's Arguments/Amendment 

Claim Objection 

Applicant's amendment filed June 27, 2003, Paper No. 17, to the objection of 
claims 17-18 has made the objection moot. Therefore, the said objection has been 
withdrawn. 

Claim Rejections - 35 USC §112 

Applicant's arguments and amendment filed June 27, 2003, Paper No. 17, to the 
rejection of claim 5 under 35 U.S.C. 112, second paragraph have been fully considered, 
however, the arguments and the amendment have not made the rejection moot. 
Therefore, the said rejection has been MAINTAINED for the reasons set forth in the 
Office Actions mailed December 5, 2001, Paper No. 7, July 1, 2002, Paper No. 10, 
December 26, 2002, Paper No. 1 3, and those found below. 

Applicant argues that those skilled in the art would readily appreciate what 
is intended by the terms questioned by the Office Action and argue that the Examiner 
appears to agree that those of skill in the art would understand what is intended by the 
terms "skin structures" and "micron utrients" because that Advisory Action states 'It 
would have be [sic] obvious to substitute knows ingredients which are being used for 
their art recognized purpose such as, skin structures, micronutrients. . . " The examiner 
respectfully disagrees. As discussed in the Advisory action, the "metes and bounds of 
what constitutes 'skin structures', 'micronutrients of the skin', and 'sensorial agents' is 




Application/Control Number: 09/786,057 



Page 3 



Art Unit: 1614 

not readily apparent to the skilled artisan and although the skilled artisan would 
appreciate the two examples of 'skin structures', one example of 'skin micronutrients', 
and two examples of 'sensorial agents' as such, the skilled artisan would not recognize 
what does and what does not constitute 'skin structures', 'micronutrients of the skin', 
and 'sensorial agents'. Moreover, as discussed in the previous Office Action, the claims 
are interpreted in light of the specification; limitations from the specification are not read 
into the claims." 



Applicant's arguments and amendment filed June 27, 2003, Paper No. 17, to the 
rejection of claims 1-18 under 35 U.S.C. 103(a), have been fully considered, however, 
the arguments and the amendment have not made the rejection moot. Therefore, the 
said rejection has been MAINTAINED with respect to claims 1-18 and further applied to 
claims 19-20, for the reasons set forth in the Office Actions mailed December 5, 2001 , 
Paper No. 7, July 1, 2002, Paper No. 10, December 26, 2002, Paper No. 13, and those 
found below. 

Applicant argues that they "have discovered a way to achieve a system which is 
capable of providing stability to the vitamin C in an aqueous medium through the 
addition of PVA, which polymer forms a network within the microcapsule thus avoiding 
the diffusion of vitamin A and vitamin C to the bulk formulation. However, none of the 
instant claims require the addition of said polymer, thus these arguments are not 
commensurate with the claims. 



Claim Rejections - 35 USC § 103 
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Applicants further argue that in their invention, "the vitamin A and C are 
employed within specific mass/mass ratios, however, none of the instant claims require 
mass to mass ratios. However, Claims 2-5, 8-18, and 20 do require specific percent 
weight concentrations. However differences in concentration will not support the 
patentability of subject matter encompassed by the prior art unless there is evidence 
indicating such concentration is critical. Where the general conditions of a claim are 
disclosed in the prior art, it is not inventive to discover the optimum or workable ranges 
by routine experimentation. See: In re Aller, 220 F.2d 454, 105 USPQ 233, 235 (CCPA 
1955). In the instant case, Rinaldi et al., soft gel capsules comprising microcapsules 
comprising Ascorbic acid and microcapsules comprising Vitamin A and Vitamin E. 

Applicants argue that their microcapsules "ensure the vitamins will permeate the 
skin and reach their target sites, wherein these microcapsules are broken through 
enzymatic reactions, thus releasing the vitamins directly in the skin inner part, however, 
none of the instant claims require such limitations, thus, these arguments are not 
commensurate with what is claimed instantly in claims 1-20. 

Applicant argues that the examiner has failed to establish a proper prima facie 
case of obviousness because the examiner has failed to establish the requisite 
motivation to those skilled in the art to modify the invention of Rinaldi with the teachings 
of Hue and because the combination of Rinaldi and Hue teach away from each other, 
there is also no expectation of success. Applicant argues that Rinaldi teaches soft gels 
are not compatible with water, as the water will degrade the gelatin shell and Hue 
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teaches using particles, which are biocompatible because they are made of atecollagen 
(a collagen derivative). 

Applicants' argument that the soft gels of Rinaldi would not be compatible with 
water because the water will degrade the gelatin shell, has not been found convincing 
because Rinaldi teaches microspheres comprising vitamins, which are then filled into 
the soft gel capsules. Hue teaches the motivation to use biodegradable and 
biocompatible microspheres which offer the "protection of the active principle in a 
finished formulation" and it would have been obvious to one having ordinary skill in the 
art at the time the invention was made to have substituted the microspheres of Hue, for 
those of Rinaldi, because of the reasonable expectation that the active principle could 
be microencapsulated using biodegradable microcapsules as taught Hue. 

The motivation for doing so would be the reasonable expectation of obtaining a 
composition comprising microencapsulated active ingredients, which are not toxic, into 
microspheres that improve bioavailability and protect the microencapsulated active 
principle. 

Therefore applicants' arguments have not been found convincing and the 
rejection of claims 1-18 has been MAINTAINED and applied to claims 19-20. 

Claim Rejections - 35 USC § 112 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 
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Claims 5-18 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 5 is vague and indefinite because it is unclear what is meant by the 
following terms: skin structures, micronutrients of the skin, and sensorial agents. These 
terms are not defined by the claim, the specification does not provide a standard for 
ascertaining the requisite degree, and one of ordinary skill in the art would not be 
reasonably apprised of the scope of the invention. 

Any remaining claims are rejected as depending on indefinite base claims. 
Claim Rejections -35 USC §103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Rinaldi et al 5,891,470 and further in view of Hue et al., 5,395,620. 

Rinaldi et al teach soft gel formulations comprising retinol-impregnated 
microparticles and ascorbic acid, which may be present as ascorbic acid-impregnated 
microparticles and/or within the emulsion. See: col. 1, line 5 - col. 2, line 10 and 
abstract. The reference teaches how to make the microparticles and also describes how 
the retinol will frequently will be a commercial blend containing antioxidants such as, 
vitamin E. See: col. 3, line 39 - col. 4, line 56. The reference describes an emulsion 
formulation comprising amounts of retinol, ascorbic acid, and antioxidants in amounts, 
which overlap those of instant claims 2-6. See: col. 6, line 29 - col. 7, line 41 . 
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Rinaldi et al specifically teach combining ascorbic acid-impregnated particles and 
retinol-impregnated particles comprising a retinol blend, tocopheryl acetate, ascorbic 
acid, disodium EDTA, and propyl gallate, together to obtain a soft gel capsule. See: col. 
7, lines 42 - col. 9, line 30. Rinaldi et al., teach EDTA and cyclomethicone in the soft 
gel capsules comprising microcapsules of retinol and microcapsules of ascorbic acid, 
thus teaching the specific ingredients of instant claims 5, 13, and 17. See: Example 3. 
The reference teaches BHT as a useful oil-soluble antioxidant and teaches glycerin in 
the first phase of the emulsion. See: col. 6, line 59 - col. 7, line 9. 

The primary reference teaches compositions comprising microcapsules 
comprising Vitamin A, Vitamin C, and Vitamin E is a soft gel capsule with microcapsules 
comprising Vitamin C, however, the reference does not specifically teach the 
microcapsules as being biologically active as claimed instantly in claim 1-18 or the 
specific ingredients of instant claims 8, 9, 12, 14, and 15-16. 

Hue et al., 5,395,620 teaches biodegradable microcapsules that are particularly 
useful for cosmetics because they improve they bioavailability and protection of the 
active principle. The secondary reference specifically teaches the microencapsulation 
of hydrophilic compounds such as, Vitamin C, and hydrophobic compounds such as, 
several types of oils. The secondary reference teaches problems associated with 
microcapsules made from synthetic polymers and describes the benefits associated 
with biodegradable polymers. See: col. 1, lines 10-39; col. 2, line 38 - col. 3, line 8; 
Examples 1-7, and abstract. 
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It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have modified the microencapsulated compositions of Rinaldi et 
al., by using a biodegradable microcapsules as taught Rinaldi et al M because of the 
expectation of obtaining a composition comprising microencapsulated active ingredients 
which are not toxic and improve bioavailability and protect the microencapsulated active 
principle. It would have also be obvious to substitute known ingredients which are being 
used for their art recognized purpose such as, skin structures, micronutrients, 
emollients, sun protection factors, emulsifiers, and thickeners for another, because of 
the reasonable expectation of obtaining compositions with similar chemical properties. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Clinton Ostrup whose telephone number is (703) 308- 
3627. The examiner can normally be reached on 8:00am - 4:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Marianne Seidel can be reached on (703) 308-4725. The fax phone number 
for the organization where this application or proceeding is assigned is (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 
1235. 
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Examiner 
Art Unit 1614 
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